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PUBLIC ~I%LTH 

FOOD AND DRUG ADM 

, OR 97504 (MAILING ADDRESS: 155 NE Forbes Rd, Bend, OR 97701) 

MO~OLAZER MLlO-200, MLlO-300, MLIO-300W, MLIO-1000 MLIO-1 OG, M&10-2 5G. IMAGE~O 

A PROJECTOR FOR A LASER LIGHT SHOW MORE THAN 15 DAYS 

c. - PROJECTORS ARE INTENDED FOR SALE, LEASE OR lLOAN Tt? 
OTHER LASER LIGHT SHOW PRODUCERS 

ra PRODUCT IS INTENDED FOR USE IN A 

g TOUR IS INTENDED TO RUN FOR 
-- -.. -,. --..*. ,- -X- MORE ~J-IAN 6 t.AONTHS 

_ l-6 MONTHS 

_ PuIN.ET,~~F~M QP OTHER DOME PROJECTION STRUCYuRE 
_ TIIEATER 
_ DISCOTHEQUE OR NIGHT CLUB 
_ PAVILION 
_ INDOOR ARENA 
1 OUTDOOR ARENA 
_ MUSEUM 
_ OUTDOOR ENCLOSED ~Ft@t 
_ OTHER (specrflr) 

SCREEN PROJECTIONS 
_ HOLOGRnPHlC DISPLAYS 

_ AUDIENCE SCANNING 
r REFLECTIONS FROM STATIONARY MIRROR(S) OR 

MIRRORED SURFACES 
f STATIONARY IRRADIATION OF ROTATING MIRROR BALL~~I .- _ 

OR OTHER MIRRORED SHAPES 
A SCSNNING IRRADIATION OF ROTATING MIRROR BALL(S) 
x FIBER OPTIC PROJECTIONS 
r FOG. SMOKE OR OTHER SCAiTERiNG EFFECTS 
_ OTnER fSpen&J 

8 F’RORUCT IS INTENDED TO BE USED 
x AT ONLY ONE (heaJ LOCATION 
_ AT A VARIETY OF (ro~o LOCATIONS 
_ OTHER (Spemy~ 

8 . LASER Ro 
LASER MEDlUM(& ne-Ne. stc.J WAVELENG~ 

Argon 455-514 nrn 
Argon I Krypron 455670 nm 

PEAK POWER (WsrtsJ 

2 Wan!3 
500 mw 

NclP(AG 1 532 nm I 5 Watts 
3 IF ANY LASER RAD~AV&J 1s PULSED OR SCANNEQ. GJVE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY AND 

AMPLITUDE 

Scanned D C. to 500 HZ Scanned D C. to 500 HZ Amplrtude. 60 Qeg , peak to peak Amplrtude. 60 Qeg , peak to peak 

lorio 1 r(c) WOULD RESTRICT THE lorio 1 l(c) WOULD RESTRICT THE INTENDED INTENDED USE OF THE PRODUCT @EC USE OF TnE PRODUCT @EC 
OwER TO THE EXTENT THAT THE DESlRLO EFFECTS WOULD NOT BE OwER TO THE EXTENT THAT THE DESlRLO EFFECTS WOULD NOT BE . 
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VEVIATE FPOM ThE REQUIREMENTS OF THE APPLICA~L 
IATE FPOM THE PROVISIONS OF 21 CFR 1040 t 1 (c) IN THAT THE ACCESSIBLE EMISSION LEVEL WOULD 
E EMiSs10ly LVVIITS Of, ClASS I OR CLASS II 
ATE FRO&d TnE PROWSION OF 21 CFR 7040.11 (c) AS FOLLOVVS. 

i 

8. ,liprL LASER PRODUCTS, SYSTEMS ANO PROJECTORS WILL BE CERTlFiEP TO C0MPk.y WITH 21 CFP 1040 10 AND THE CONDITIONS 
OF 1n1S VARIANCE AND WILL BE REPORTED AS REQUIRED BY 24 CFR 1002 10 ANO 1002 12 USING TnE REPORTING GUIDES PRO- 
VIDED FOR SUCH PURPOSE. THESE ACTIONS WILL BE ACCOMPLISHED PRIOR TO ANY INTRODUCTION INTO COMMERCE. 

b AEFFECTS NOT SPECIFICALLY INDICATED IN TrlS VARIANCE APPLICATION WILL NOT 8E PERFORMED, NO OTHER EFFECTS WILL BE 
ADDED UNTIL AN AMENDMENT TO THE VARIANCE UAS BEEN OBTAINED AND THE REQUIRED REPORTS OR SUPPLEMENTS, AS 

APPLICABLE, HAVE BEEN SuBMlfl~b’ 

I c. &SCANNING, PROJECTION, OR REFLECTION OF LASER AND COLLATERAL RADIATION (LIGHT SHOW RADIATIONJ INTO AUDIENCE OR 
OTHER ACCESSIBLE UNCONTROLLED AREAS WliL NC~T BE PERMITTED EXCEPT FOR DIFFUSE REFLECTIONS PROOuCEO BY THE 

I 
ATMOSPHERE, ADDED ATMOSPHERIC SCATTERING MEDIA. AN0 TARGET SCREENS 

d. & LASER RADIATION LEVELS IN EJCCESS OF THE LIMITS OF CLASS I WILL NOT BE PERMlTlED AT ANY POINT LESS THAN 3.0 METERS 
ABOVE ANY SURFACE UPON wnrCn PERSONS OTHER THAN OPERATORS. PERFORMERS, OR EMPLOYEES ARE PERMllTEP To 
OP 2 5 ImETWS BE@v\! C?R l~y,wp$C SEPARATION FROM ANY P-CC wnlZRE: S&ICI t PGRSONS ARE P~RWl3ED TO BE 
OPERATORS. PERFORMERS. AND EMPLOYEES WILL NOT BE REQUIRED OR ALLOWED TO VIEW RADIATION ABOVE THE LIMITS OF 
CLASS I OR BE E&POSED To ~~ADI&!?ONABO~E’THE LIMIT^S SPECIFL~ IN 21 CFR 1040.11 (c). 

B & ANY PRODUCT WHICH RELIES ON SCANNING TO MEET ACCESS, EXPOSURE, OR PRODUCT CIA% LIMITS WILL I~JCORPORATE A 
SCANNING SAFEGUARD SYSTEM‘WHKH DIRECTLY SENSES SCANNER MOTION AND wpf~cn WILL REACT FAST ENOUGH To 
P RECLUPE EXCEEDING THE APPLICABLE LIMIT 

t 2 ALL LASER LIGHT SHOWS SHALL BE UNDER THE DIRECT AN PERSONAL CONTROL OF TRAINED, COMPETENT OPERATOR(s). THE 
OPERATOR(S) WILL. 

(1) IMMEDIATELY TERMINATE THE EMISSION OF LIGHT SHOW RADIATION IN THE EVENT OF ANY UNSAFE CONDITION. 

I 

(2) BE LOCnTED WHERE ALL BEAM PATHS CAN BE DIRECTLY 06SERvED AT ALL TIMES: AND 

(3) Bf AN EMPLOYEE OF THE VARIANCE HOLDER WHO WILL BE RESPONSIBLE FOR TflE TFIAlNrNG ANO CONDUCT OF OPERATOR 

&.-&THE M~Xlklubi LASER PROJECTQR OUTPUT POWER WILL NOT EXCEED THE LEVEL REQUIRED To OBTAIN THE INTENIXD EFFECTS 

h 2 THE PROJECTION SYSTEM (I E.. THE PROJECTOR AND ALL OTHER COMPONENTS USED TO PRODUCE ThE LIGH?ING EFFECTS 
WILL BE SECURELY MOUNTED OR IMMOBILIZEP TO PREVENT UNINTENDED rulOvEMENT OR MISALIGNMENT. BEAM LIMITS WILL 
BE PROvtDED AS AN INHERENT PART OF THE SYSTEM DESIGN TO PREVENT OVERFILLING OF SCREENS. Bati STOPS, TARGETS, 
ETC. 

I. ~LASER PROJECTORS WILL NOT BE DELIVERED TO ANY OTHER PARTY UNDER AN AGREEMENT OF SALE, LEASE, OR LOAN UNLESS 
AND UNTIL THE RECIPIENT DElvlO~tS‘rRn’Es THAT THEY HAVE A VARIANCE IN EFFECT AT THE TIME OF DELIVERY THAT PERMfTS 
THEM TO PRODUCE LASER LIGHT SriOwS INCORPORATING SUCH PROJECTOR. 

J. IS. IN ADDITION TO TnE REQUIREMENTS OF 21 CFR 1040.10 (h). THE MANUFACTURER OF LASER PROJECTOPOSySTEMS WI&L PROVIDE 
TO PARTIES WI-IO PURCHASE. LEn.SE. OR BORROW THE EQuiPMIENT, ADEGuATE uSEPS INSTPUCTIONS FOR SAFE INSTALLATION 
AND OPERATION AND WHICH EXPLAIN THE RESPONSIBILITY OF THE RECIPIENT AS AN INDEPENDENT LIGHT SnOvv 
MANUFACTURER TO SUBMIT THE REQUIRED REPORTS AND APPLY FOR AND OBTAIN A VARIANCE FROM CDRH PRIOR TO 
JNTRODUCTION INTO COMMERCE OF ANY LAS!% LIGHT SHOWS 

k ATHE REQUIREMENTS OF 21 CFR 1002.30 (a)(l) AND (2) WILL BE ACCOMPLISHED THROUGH THE USE OF wAllTEN PROCEDURES 
FOR SETUP ALIGNMENT, TESTING, AND PERFORMANCE OF EACH SHOW. THESE PROCEDURES WILL BE IN SUFFICIENT DETAIL TO 
ENSURE COMPLIANCE WITII 21 CFR 1040.10. THE CONDITIONS OF THIS VARIANCE, AND CONTROL OF ACCESS TO RADIATION 

AREAS USING THE PROCEDURES DESCRl5EP IN THE ANSI ii 38 I STANDARD FOR THE SAFE USE OF LASERS (AMERICAN NATIONAL 
STANDARDS INSTITUTE, 1430 BROADWAY, NEW 7 OR& NY 100’18) OR ANY OTHER EQUIVALENT USER CONSENSUS STANDARD AND 
AND. WHERE APPLICABLE. STATE OR LOCAL REQurRErdiENTS LASER RADIATION AREAS WHICH CAN CONTAIN RADIATION LEVELS 
ABOVE THE tIMITS SPECIFIED IN 21 CFR 1940 1 I(C), VVICL BE CLEARLY IDEIuTIFIED .BY THE POSTING OF WARNING SIGNS AND/OR 
RESTRICTED ACCESS THROUGH PHYSICAL JEANS (SUCH AS PRESSURE JwITC~ES. P~~OTOCELLS. BARRIERS. GUARDS. ETC ). 
THESE REQUIREMENTS APPLY TO TEMPORARY AREAS (SuCti AS OuBzNG SETIJP AND ALGNMENT PROCEDURES) AND TO FINAL 
OR PERMANENT AREAS THE VARIANCE HOLDER WILL RETAIN THE RECORDS OF THESE PROCEDURES AND THE RESULTS OF ALL 
TESTS AS REQUIRED I3Y 21 CFR 1002 31, A COPY OF THE VARIANCE APPLICATION. THE IIPPROVAL LETTER. CURRENT PROCEDURES 
AND RECORDS RELATING TO EACH P~~RTICUC~R SHOW WILL BE WITH THE OPERATOR OR OTHER RESPONSIBLE INDIVIDUAL AND 
WILL BE MADE AVAILABLE FOR INSPECTION BY FDA AND OTHER RESPONSIBLE AUTHORITIES 
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AUTHORITIES PROvIOtNG SHO 
MAXIMUM POWER OU 

NOTIFICPTIONS WILL BE MADE. BUT NOT NECESSARliY LIMI’TEC) TO: 

(1) THE CENTER FOR DEVICES AND RADIOLOGICAL HEALTH. OFFICE OF COMPLIANCE [HFZ-312).2098 GAITHER ROAD,ROCKVIIJJZ. 
MD 20880 PROVIDING THE INITIAL AND CLOSING DATES FOP THE FIXED INSTALLATION AND THE ITtNERAPr FOR ~081~E SHOWS 
IN ADDITION, UNLESS ALL ASPECTS OF EACH sttow HAVE BEEN REPORTED AND THE ACCESSION NUMBERS CLEARLY 
REFERENCED. EACn NOTICE WILL INCLUDE OETAILED DESCRIPTIONS OF EHCn SHOW AND A LlSTtNG OF ALL EFFECTS TO BE 
PERFORMED IN SUFFICIENT DETAIL TO CONFIRM COMPCIANCE WITH THE REGULATIONS AND THIS VARIANCE 

(2) THE FEPEW- AVIATION ADWlNtSTRATlON (FAA) FOR ANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TtME (I.E., INCLUDING 
SET-UP, ALIGWMENT. REHEARSALS. PERFORMANCES. ETC ) IFTHE FAA OBJECTS TO ANY LASER EFFECTS. THE OBJECTIONS 
WILL BE RESOLVED AND NY CONDITIONS REQUESTED BY FAA WILL BE ADHERED TO IF THE& CONDITIONS CAN NOT BE MET. 
THE OBJECTIONABLE EFFECTS WtLL BE DELETED FROM TnE SHOW. 

(3) STATE AND LOCAL RADlATtON CONTROL OfFICES/AGENCIES FOR ALL sowS TO BE PERFORMED WITHIN THE~P JuRtSDICTtONS 
ALL REQUIREMENTS OF STAE AND LOCAL LAW WILL BE SATISFIED c\NP ANY OBJECTIONS RAISED BY LOCAL AUTHORITIES 
WILL BE RESOLVED OR THE EFFECTS DELETED. (rr5TS OF FEDEWL AND STATE OFFICES ARE AVAILABLE FROM THE CEkTER 
FOR DEVtCES AND RADIOLOCXAL HEALTH UPON REQUEST ) 

CERflFlCAtrON 

i CERTIFY thal all OT me aDove dtormabon ana sialemenls are u@. camprere ana correct 10 me best of my hnowtedga anu acknovteage 
fhat my rralianw apprcaoon may be denred or my warlance may De revoked If mis apptlcarton 15 food TV ~8 raise. mbrteaamg or mcorreci 
in any marenal way. I have sur)mrWxllkdl s@mlI all reports required by 21 CFR 1002 12 on Ins laser eqcllpmenr and snow. t 
further unders1anU mar I may be requlred by regulation or 0~ me Dtrector. Ebrea~ of Raalologlcat Health IO Supply such other mformarlan mat 


